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Current Challenges and
Goals for Change

Challenges - Goals of e-Label -

e
e Multiple definitions of e-Label exist. e  Structured label fields set the
P Paper Copies of labels and standard for |nC0m|ng electronic
amendments must be submitted. data. _
e Manual processes dominate the e Provide an e-Label Builderto
review cycle: support the creation of electronic
- Propagating consistent label labels. _
changes e Label approval will move from a
— Enforcement of standardized text manual, paper-based process to an
_  Hand-keying data into EPA electronic stream of data and
databases decisions.
~ Searching for “me too” and past e Provide the public and registrants
Versions with the latest approved and
- Comparing labels historical versions of labels online.

e Distribution of labels is container-
based and processing requirements
delay changes to printed products.
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Benefits
« ]

e Process labels more efficiently by allowing EPA
resources to focus on critical tasks.

e Compare e-Label content against current rules,
requirements, guidance and laws.

e Improve data quality, including the accuracy and
completeness of data received from registrants

e Provide a level playing field for registrants.
e Automate entry into backend systems.
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What is Structured Content?
«_«_ 7

e Structured content refers to information or
content that has been broken down and
classified using metadata.

e Metadata is “data about data”

- “Information that describes the content, quality,
condition, origin, and other characteristics of data
or other pieces of information. ...”

Source: www.sdbay.sdsu.edu/glossary/index.php
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http://www.sdbay.sdsu.edu/glossary/index.php

Simple Pesticide Label Structure
S PRODUCT NAME

ODIRECTIONS FOR LUSE
(] Jtis a violation of federal taw o use. KEEP OUT OF THE
119 LIS i | (1] 15 1|
RIRCUGAh its labeling: REACH OF CHILDREN
Ll DANGER
E T AIT
> PRECAUTIONARY STATEMENTS FIRST AID
H HAZARD TO HUMAMNS {STATEMENT OF PRACTICAL TREATMENT)
CAMNGER IF INHALED
u IF IN EYES
EMVIROMMENTAL HAZARDS IF ON SKIN
(a4 -
q PHYSICAL OR ( [ gy
HAZARDS ,
AL: 100.00%
ﬂ THIS PRODUCT
. CONTAINS XX LBS.
ﬂ. STORAGE AND OF XXXX PER GALLON
Ll DISPOSAL
STORAGE
m DISPOSAL : ' :
= = I .. I

Source: http://www.epa.gov/pesticides/label/



http://www.epa.gov/pesticides/label/

OPP’s Basis for Structure 0
-

e Label Review Manual

e Data fields from
- OPPIN
— Label Use Information System (LUIS)

e OPP Workgroup
e XML schema for submission to OPP only
e Envision additional schema for output
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Content Organizational Categories
-

e General Information

— overall product and company information.
e Ingredient Statement

— details about the active ingredients and diluents.
e Precautionary Statements

— restrictions regarding environmental, human and user safety.
e Directions for Use

— Instructions on how to mix and apply the product.
e Additional Information

— product warranty and marketing information.
e Regulatory Information

-~ EPA tracking and processing information.

-
<
L
=
-
O
o
(@
L
>
—
- -
O
o 4
<
<
o
Ll
2
=




Degree of structure
-

e Large free-text blocks
e Discrete values
e Mixed
- Re-entry interval contained with in a text block

e Non-label iInformation

- Required for validation
- LD50
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Label content from discrete data

2 4-dichlorophenoxyacetic acid,
dimethylamine salt ........~7................\..
Other Ingrediemts oo, »
TOtAl ... e,

Acid Equivalent: 2 4-dichlorophenoxyacetic acid - 3.8 Ib/gal
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Label content as free text
«_«_ 7

Mixing with Liquid Nitrogen Fertilizer

This product may be combined with liquid nitrogen fertilizer suitable for foliar application to accomplish
broadleaf weed control and fertilization of corn, small grains, sorghum, or pastures in a single operation.
Use Formula 40 in accordance with recommendations for these crops provided in this label. Use liquid
fertilizer at rates recommended by the supplier or extension service specialist. Test for mixing
compatibility by mixing spray ingredients in correct proportions in a clear glass jar before mixing in spray
tank. A compatibility aids such as Unite or Compex may be needed in some situations. Compatibility is
best with liquid fertilizer solutions containing only nitrogen. Mixing with N-P-K solutions may not be
satisfactory, even with the addition of a compatibility aid. Pre-mixing Formula 40 with 1 to 4 parts water .
may help in situations when mixing difficulty occurs.

Fill the tank about half full with the liquid fertilizer, then add the required amount of Formula 40 with
agitation.. Maintain agitation and complete filling the tank with liquid fertilizer. Apply immediately and ©
continue spray tank agitation during application. Do not store the spray mixture. To avoid spray
mixture compatibility problems, application during cold weather (less 40°F) is not recommended.
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Non-target Organism Statement
S

e Label Review Manual Ch. 8, Il, E

e 2. “The following statement has historically been
required when a pesticide intended for outdoor use
contains an active ingredient with a fish acute LC50
or aquatic invertebrate (including estuarine species
such as oyster and mysid shrimp) EC50 = 1 ppm:”

— "This pesticide is toxic to [fish] [fish and aquatic
Invertebrates] [oysters/shrimp] or [fish, aquatic

iInvertebrates, oysters and shrimp]. ” > \ \ j ) ‘
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Label content built from standard text
< ]

Environmental Hazards
RS Drouct 2 oex © us vorielr tes o ™y D@ o Yo ' Do nOf agpty vec™y 0 eater
o atere L e adier 4 et U Metde e Devow e el WP alier s s el
ted or oroprate abeln  Dr® or rurof® Mgy adversey AN 3L ety ey D "Ortarget
‘s Drift and runoff may be hazardous to aquatic organisms in water adjacent to treated areas.
f _oriarwaie ase ater oG O eQupre™ s asiey o rmiste

b el N ropgetes 3 C O RO RO AOCteC o™ (heui g el r FourOe sl
e T et s © el atere O e DerTrealbw DN U™y wtee Te aller et o

VaOm ™y A r Foasrdate orterwabhor AODN AOr o 3 Ol x et By e S 1
™ wabhor O rrang et O JourOesie
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Advantages
-

e Standard statements allow for more efficient
review

e Level playing field across products and
companies

e Facilitates mitigation
e Supports web-distributed labeling
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Label content — Combined text &
structured content

Agricultural Use Requirements
Use this product only in accordance with its labeling and with the Worker Protection Standard, 40 CFR
part 170. This Standard contains requirements for the protection of agricultural workers on farms, forests,
nurseries, and greenhouses, and handlers of agricultural pesticides. It contains requirements for training,
decontamination, notification, and emergency assistance. It also contains specific instructions and
exceptions pertaining to the statements on this label about personal protective equipment (PPE), and
restricted entry interval. The requirements in this box only apply to uses of this product that are covered
by the Worker Protection Standard.

Do not enter or allow worker entry into treated areas during the restricted entry interval (RE) of 48 hours.

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and
en treated, such as plants, soil, or water, is:

« Coveralls .
+ Chemical-resistant gloves made of any waterproof materi
« Shoes plus socks

« Protective eyewear




Data Hierarchy
S

[ Product X}
| |
Pest X Pest x Pest X
Site A Site B Site C
| | | |
Application Application Application Application Application
Method Al Method A2 Method B1 Method C1 Method C2
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Business Rules
«_ 00000077

e Precautionary Statement fields’ content
— Usually based on toxic category
— Most fields will be standardized
— Allow the users to edit the statements.
— Edited fields will be flagged for further review.

e Each of the major label field categories should include an extra
free text field to allow registrants to enter any additional
information that did not fit into the pre-defined structure.

e EPA-defined pick lists will include an “other” option

— allows the registrant to enter a value that is not on the lists..

e EPA-defined pick lists should include both the scientific and
common names where applicable.
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Key Elements of e-Label
Submission

e XML Schema
— |ldentifies label content
— All content would be included
— Includes some non-label information

/
A%

— For visual/graphic requirements
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Progress

e Defined structure requirements
— Internal OPP Workgroup

e Developed XML Schema
- Version 1

e Defined e-Label Builder
requirements

— Based on structure
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What 1s an XML Schema?
« "/ /7

e Describes the structure of an XML document.

e Defines the legal building blocks of an XML document
- defines elements that can appear in a document
— defines attributes that can appear in a document
— defines which elements are child elements
— defines the order of child elements
— defines the number of child elements
— defines whether an element is empty or can include text
- defines data types for elements and attributes
— defines default and fixed values for elements and attributes

e Source: http://www.w3schools.com/Schema
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http://www.w3schools.com/Schema
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Data Fields
« /'

e 280 Data elements
e / Categories

e 34 Label sections
- Active ingredient
- Personal protective equipment

e 25 Subsections e e———
- Al name, percent N <
- Respirator type, Role



Current Thinking
-

e Less granularity of Use Directions

~ =~
— Application instructions too complicated ¢7~—")
- Maintain some discrete data (‘\“L“ ))’
e Site \\._/\
e Pest ) /
e Restrictions / \//
e PHI, PG, etc.

e Alternatives to “Turbo Tax”-style for Builder
e Identify “problem” areas of labels
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Real Life Web Label — NIH Daily Med & FDA SPL
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Real Life Web Label — Atenolol Search

-
<
L
=
-
O
o
(@
L
>
—
- -
O
o 4
<
<
o
Ll
2
=




abel — Atenolol Label Content
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Label — Drug Interactions
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Real Life Web Label - Structuring
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eb Label - XML
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eb Label — XML Table
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b Label — Display Table
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Questions and Discussion
bo.
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